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under the conditions of the emergency;
and

(2) No economically or environ-
mentally feasible alternative practices
which provide adequate control are
available; and

(3) The situation:

(i) Involves the introduction or dis-
semination of an invasive species or a
pesticide new to or not theretofore
known to be widely prevalent or dis-
tributed within or throughout the
United States and its territories; or

(ii) Will present significant risks to
human health; or

(iii) Will present significant risks to
threatened or endangered species, ben-
eficial organisms, or the environment;
or

(iv) Will cause significant economic
loss due to:

(A) An outbreak or an expected out-
break of a pest; or

(B) A change in plant growth or de-
velopment caused by unusual environ-
mental conditions where such change
can be rectified by the use of a pes-
ticide(s).

First food use means the use of a pes-
ticide on a food or in a manner which
otherwise would be expected to result
in residues in a food, if no tolerance or
exemption from the requirements of a
tolerance for residues of the pesticide
on any food has been established for
the pesticide under section 408 of the
Federal Food, Drug, and Cosmetic Act.

Food means any article used for food
or drink for man or animals.

Invasive species means, with respect
to a particular ecosystem, any species
that is not native to that ecosystem,
and whose introduction does or is like-
ly to cause economic or environmental
harm or harm to human health.

IR-4 means the Interregional Re-
search Project No. 4, a cooperative ef-
fort of the state land grant univer-
sities, the U.S. Department of Agri-
culture and EPA, to address the chron-
ic shortage of pest control options for
minor crops, which are generally of too
small an acreage to provide economic
incentive for registration by the crop
protection industry.

New chemical means an active ingre-
dient not contained in any currently
registered pesticide.
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Significant economic loss means that,
compared to the situation without the
pest emergency and despite the best ef-
forts of the affected persons, the emer-
gency conditions at the specific use
site identified in the application are
reasonably expected to cause losses
meeting any of the following criteria:

(1) For pest activity that primarily
affects the current crop or other out-
put, one or more of the following:

(i) Yield loss greater than or equal to
20%.

(ii) Economic loss, including revenue
losses and cost increases, greater than
or equal to 20% of gross revenues.

(iii) Economic loss, including revenue
losses and cost increases greater than
or equal to 50% of net revenues.

(2) For any pest activity where EPA
determines that the criteria in para-
graph (1) of this definition would not
adequately describe the expected loss,
substantial loss or impairment of cap-
ital assets, or a loss that would affect
the long-term financial viability ex-
pected from the productive activity.

Special Review means any interim ad-
ministrative review of the risks and
benefits of the use of a pesticide con-
ducted pursuant to the provisions of
part 154 of this chapter, or §162.11 of
this chapter prior to November 27, 1985,
or any subsequent version of those
rules.

Unreasonable adverse effects on the en-
vironment means any unreasonable risk
to man or the environment, taking
into account the economic, social, and
environmental costs and benefits of the
use of any pesticide.

[78 FR 75597, Dec. 12, 2008]

§166.7 User notification; advertising.

(a) A State or Federal agency that
obtains an exemption may notify eligi-
ble users of the availability of the ex-
empted pesticide(s) through user
groups, retail dealers, and other means.
Notification may include distributing
copies of the section 18 approval letter,
labeling, or other information to eligi-
ble persons.

(b) As set forth more fully in §168.22
of this chapter, EPA interprets FIFRA
sections 12(a)(1) (A) and (B) as making
it unlawful for any person who distrib-
utes, sells, offers for sale, holds for
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§166.20

sale, ships, delivers for shipment, or re-
ceives and (having so received) delivers
or offers to deliver any pesticide, to ad-
vertise the pesticide for any use au-
thorized by an emergency exemption,
except for advertisements that are
placed in media that address only per-
sons in the geographical area to which
the exemption applies, state the name
and address of one or more retail deal-
ers where users may buy the pesticide,
and contain a prominent notice of the
limitations on use under the emer-
gency exemption. EPA may withdraw
an exemption if the use of the pesticide
covered by the exemption is advertised
unlawfully.

[564 FR 1125, Jan. 11, 1989]

Subpart B—Specific, Quarantine,
and Public Health Exemptions

§166.20 Application for a specific,
quarantine, or public health exemp-
tion.

(a) General information required in an
application for a specific, quarantine or
public health exemption. An application
must be submitted in writing by the
head of the Federal or State agency,
the Governor of the State involved, or
their official designee. If a designee has
been delegated authority to request ex-
emptions, written authorization of
such delegation must accompany the
request or be on file with the Agency.
In addition, the application must con-
tain all applicable information speci-
fied in paragraphs (a) (1) through (11) of
this section.

(1) Identity of contact persons. (i) Un-
less otherwise specified, the person who
submits the application will be consid-
ered the contact person for all matters
relating to administration of the emer-
gency exemption.

(ii) Requests should identify by name
and telephone number one or more
qualified experts who may be contacted
in case any questions arise concerning
the application.

(2) Description of the pesticide. The ap-
plication shall contain a description of
the pesticide(s) proposed for use under
the exemption. Such information shall
include:

(i) For a federally registered pes-
ticide product:
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(A) A copy of the label(s) if a specific
product(s) is/are requested; or the for-
mulation(s) requested if a specific
product is not requested; and

(B) A copy of any additional labeling
proposed for the emergency exemption;
or

(ii) For any other pesticide products:

(A) A confidential statement of for-
mula or reference to one already sub-
mitted to the Agency; and

(B) Complete labeling to be used in
connection with the proposed exemp-
tion use.

(3) Description of the proposed use. The
application shall identify all of the fol-
lowing:

(i) Sites to be treated, including their
locations within the State;

(ii) The method of application;

(iii) The rate of application in terms
of active ingredient and product;

(iv) The maximum number of appli-
cations;

(v) The total acreage or other appro-
priate unit proposed to be treated;

(vi) The total amount of pesticide
proposed to be used in terms of both
active ingredient and product;

(vii) All applicable restrictions and
requirements concerning the proposed
use which may not appear on labeling;

(viii) The duration of the proposed
use; and

(ix) Earliest possible harvest dates.

(4) Alternative methods of control. The
application shall contain:

(i) A detailed explanation of why the
pesticide(s) currently registered for the
particular use proposed in the applica-
tion is not available in adequate sup-
plies and/or effective to the degree
needed to control the emergency. If the
applicant states that an available reg-
istered pesticide is ineffective for the
given situation, the statement must be
supported by field data which dem-
onstrate ineffectiveness of registered
pesticides, or, if such data are unavail-
able, statements by qualified agricul-
tural experts, extension personnel, uni-
versity personnel or other persons
similarly qualified in the field of pest
control; and

(ii) A detailed explanation of why al-
ternative practices, if available, either
would not provide adequate control or
would not be economically or environ-
mentally feasible.
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